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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 01 December 2006 . 
2a® This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) IEl Claim(s) 7-52 is/are pending in the application. 

4a) Of the above claim(s) 1-11.18-31 and 36-52 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 03 Claim(s) 12-17 and 32-35 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* see the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Response to Amendment and Arguments 

1. Claims 1-52 are pending. 

Claims 1-11, 18-31 and 36-52, drawn to non-elected inventions are withdrawn 
from examination. 

Claims 12, 16 and 34 have been amended. 

Claims 12-17 and 32-35 will be examined to the extent they read on detecting a 
nucleic acid. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Withdrawn Objection 
Claim Objections 

3. The objection of claim 34 is withdrawn to because assays that are not applicable 
to the elected and examined Group and the incorrect word, "ELIZA" on line 3 have been 
deleted from the claim. 



Application/Control Number: 10/600,187 Page 3 

Art Unit: 1643 

Withdrawn Rejection 
Claim Rejections - 35 USC §112 

4. The rejection of claims 12-17 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement has been withdrawn in light of the 
amendments to claims 12 and 16. 

Maintained Rejections 
Claim Rejections -35 USC §112 

5. The rejection of claims 32-35 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement is maintained. Applicants assert these 
aforementioned claims read on the TADG-15 nucleic acid outlined in claims 12-17 and 
consequently, the instant rejection should be withdrawn. This point of view, as well as 
other accompanying arguments have has been carefully considered, but found 
unpersuasive. 

While claim 32 and claims 12-17 may share essential subject matter such as a 
method of detecting TADG-1 5 in a sample, claims 12-17 clearly express TADG-1 5 
mRNA is detected with a probe specific for TADG-15 encoded by SEQ ID NO: 1 . 
Claims 32-35 do not clearly identify the TADG-15. Applicants' claims 32-35 continue to 
broadly claim a method of detecting TADG-15, which has not been identified or 
characterized. Applicants are not entitled, nor is the specification enabled for the use of 
all TADG-15 nucleic acid or protein and probes specific for an undefined and 
uncharacterized TADG-1 5. Applicants are not permitted to claim all tumor antigen 
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derived gene-15 molecules that are encompassed by the claims, hence not entitled to 
the wide breadth of the claims at issue. There is no disclosure, beyond the mention of 
SEQ ID NO: 1 as a TADG-15 nucleic acid made in the specification, page 14. 
Applicants' claims including the recitation "tumor antigen derived gene-15 (TADG-15)" 
encompass variants, mutants and proteins from not only humans, but other animals. 
There is no description of the sites at which variability may be tolerated and there is no 
information regarding the relation of structure to function. Structural features that could 
distinguish the compounds in the genus from others excluded are missing from the 
claims. 

Applicants can obviate the instant rejection my amending the claims to reflect 
that the TADG-15 mRNA of the claims reads specifically on SEQ ID NO: 1. 

6. The rejection of claim 17 under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is maintained. 

Applicants argue the means of detecting the label is implemented with reagents 
or machines. And detection of the label is providing the detection of the target nucleic 
acid, TADG-15, see Remarks, page 15 and 1 st full paragraph. These points of view 
have been carefully considered, but found unpersuasive. 

It is incumbent upon the Examiner to correlate each claim limitation to all portions 
of the disclosure that describe the claim limitation. This is to be done when the claimed 
invention is defined using means plus function language, MPEP 2106. However, the 
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instant claim does not provide limitations that define the means, nor correlating the 
detection of the label with any endpoint. There is no function language in regards to 
means for detecting the label. The limitations Applicants' discuss on page 15 of the 
Remarks submitted December 1 , 2006 are remiss in the claims and seemingly the 
specification, as well. The "means" is not defined by the claims, therefore do not define 
the terms, nor limit the scope. The rejection is maintained for the reasons presented 
herein and of record. Furthermore, the "means for detecting said label" is not 
commensurate with the endpoint of the method comprised in the kit. It seems that the 
label with which to label said probe and means cited in the claim are two separate 
articles that should be made clear in the claims. 

Double Patenting 

7. The rejection of claims 1 2-1 7 and 32-35 under the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 1 1 of U.S. Patent 
No. 5,972,616 (issued October 26, 1999) is maintained. 

Applicants assert claims 12 and 16 have been amended to include SEQ ID NO: 1 
and the claims of the instant application and those of the patent are distinct, see 
Remarks, page 16, 1 st paragraph. Applicants aver claim 1 1 of the patent reads on a 
method of detecting expression of the entire TADG-15 protein, while the claims of the 
instant invention read on a method of detecting the transcript of TADG-15 encoded by 
SEQ ID. NO: 1 . These arguments have been carefully considered, but found 
unpersuasive. 
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The claims of the instant application and claim 1 1 of the patent clearly share the 
same active steps and endpoint of detecting mRNA bound by a probe with 
hybridization. Applicants' assertion that the patent's claim reads on detection of the 
entire TADG-15 protein is not precise. The active steps are the same and hence the 
rejection is maintained. 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alana M. Harris, Ph.D. whose telephone number is 
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(571 ) 272-0831 . The Examiner works a flexible schedule, however she can normally be 
reached between the hours of 7:30 am to 6:30 pm, with alternate Fridays off. 

If attempts to reach the Examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms, Ph.D. can be reached on (571) 272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Alana M\ Harris, Ph.D. 
09 February 2007 



